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artx q~ faK 4wiTrJr ifsrRir 
f^nror) 

9 1995 

or. 4Tr. fjf. 496(?r);—^sfWsr afK 

?TFnfr Pnm, 1945 aflx ?rvfm ^ 
fHwf TT mT, 3fk sRrra^ 

WftfJnTlT, 1940 ( 1940 ^23) STRT 12 31^ 
mn 33 ipf^rnpiT:, ■hr:!! % Tr^m, 

mn 2, m 3, ^39^ (i), ^iRtg- 15 1994 % 

>|'!3 1 afk 2 'TT «TR:^ gT!^ % RTTPCir afk 
'TF<flK gwm fqwrg) ^ gi&'gw 

gr. ^T, fg. 511 (g), grfl^ 15 1994 g 

smfgg gg g^ sgfWgf %, f^nT% 

gg^ ggiftg ^ ^ ^tgrggrt. ^ grflgr ^r, ^rg^pt 
ggg ^rftr^fggr ggg TTgro ^ gfggr gggr ip^ 
gqgsg giTr gf tfr, %r^g ftg ^ % ggrpg 

% g;^, «rr^ aik gprg gr^ gir if ; 

afk ggg THigg qft irfggt 9 f^mrgr, 1994 ^ 
'31'ifli ^ gggijj grc g^ lift ; 


afk g^f^rg gwn: ^ ggg htft t^rggf gr qprigT % 

Sim gr^ gk 'RkrgK krgr t ; 

gg:, gg, gggrR, gftrPrgg am 

12 3fk gm 33 5KT ggg gf^ggf gg ggtg gng 
aflgf^ g+Tftgvt ggTggnrglt g 'rm^t % 'mig. 
afWg sfk ggrag grgifr fggg, 1945 gg gk: ggfrgg 
% fgg f^HP^nad iggg ggigt t, gg%:— 

1 . ( 1 ) ?g Prggr gg gf^ grg afigftr ggrag 

grgift (gW wtgg) fggg, 1995 t 1 

(2) g <N4d ggggg gff gRkr giT g^ 
^ 1 

2. aftgftr afk ggrog grgift fggg, i 94 s % 

65 — 

(^) gg gefig % ^grr^R, 'mea^g 
% fggg' inn^ ^ gr 1 

(gr) ggPigg (is) % ^grg gr fgig-- 

Pdfisto grr^gr, ggtc^:— 

“gg^ g? ggPrgg gg g^srPggTfkff git gp]; gft 
?tgT, TTsg ggprg^ grirgift gr^r^tgr *gftg % 
sr^ fgpgg ^ g gggtt^ sfhg pgw ffi^pRT 
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I, ’IT 5171 tfWK ? 4 TT<q- % 

'ffrRfVrt, 

Treiflf % !Tf%T^ afMiPff ^ 5T 

^ ^ y<*p|{) Ti^wff % OTTlW % 

TlfTf^ arWlPTlf % w 515 % 

^ fiTfer ^7 ^ STTfai^ff ^TpiFP^f HT fif5T?P 
fipTTWr t pp Tit 351517 : ? 7 Rit ^ *155 55 Tf 75 
fw 5 itnrr aiY 7 55% jnr 5 F 5 557 fT 5 ft 5 ^Tm'r % 
srf^Tr® 5571 ^ ^ T’J 1 " 

[■5. 575 11014/11/93 5.5 155 15ff 'ft tpp n'l 

iff% 5 T ^'-fi, ?f 575 5 f 55 

' 'a 

5t55 5t7 55155 5T5lfT f555, 1945. 1-5-79 
FR1 45T 551^15 55 if ?5T?e5 5t7 'TfW7 ipF5T5 
5^155 (?5T?K5 fW5) 55515 if ftr5it 5t5fk TTk 55T- 
55 5T5 ’Ti . iirtir555 ^\X ('fi . ^. uff. q;5 • 1?5 . -61} 
Tft 5ft5fel' S, sii'a fW'Si ^ I 5517575 5T5 f555t 5175 %■ 

■5555, 575 2, 577 3(i) 5 STTHfer f5i5f5fe5 TTfij- 
5'55r3ff 5777 577tf55 [^51^^:— 


1. 

57, 

IPT. 

fr. 

1241,57(1^ 6-10-79 

2 , 

57. 

517. 

fr. 

1242, 57fl? 6-10-79 

3. 

57. 

517, 

fr, 

1243,57(1^ 5-10-79 

4. 

57. 

517, 

,f5. 

1281, 5Ttl5r 12-10-89 

5. 

57, 

517. 

fr. 

430, 5r(|7? 19-4-80 

6. 

57. 

517. 

fr. 

779, 57(157 26-7-80 

7- 

57. 

517. 

f5. 

540(37), 57(17? 22-9-80 

s. 

57, 

517. 

fr. 

680, 5rfP? 5-12-80 

9- 

57, 

517. 

fr: 

68l(?7), 5r(f? 5-12-80 

10. 

57. 

517. 

,f5. 

682(57), 5T(1^ 5-12-80 

1 1- 

57. 

517, 

fr. 

27(57), 57(1757 17-1-81 

1 2. 

57. 

517. 

,f5. 

478(57), 57(17? 6-8-81 

13. 

'57. 

517, 

fr. 

62(57),57(17? 15-2-82 

14. 

57, 

5IT. 

fr. 

462(w), 57(1^ 22-6-82 

IS- 

57. 

517. 

,f5. 

S10(?r), 57(17? 26-7-82 

1 6- 

57, 

517, 

f5. 

13(?7),57(17? 26-7-82 

17- 

57. 

.55 

.fr. 

318(57), 57(1^ 1-5-84 

18- 

57, 

.517 

,f5. 

33l(57),5l(l7? 8-5-84 

19. 

57 

.571 

.fr. 

460(ff), 57(l7? 20-6-84 

20' 

57 

.517 

.fr. 

487(57), 57(11? 2-7-84 

21- 

57 

.517 

.fr. 

89(57), 57(l7? 16-2-85 

22. 

57 

. 517 

.fr. 

788(57), 57(17? 10-10-85 

2 3. 

57 

.517 

■ fr. 

17(57), 57(1? 7-1-S6 

24. 

57 

.50 

.fr. 

1049(5),5(1? 29-5-86 

25. 

57 

.517 

■ fr. 

1060(5T), 57(1^ 5-9-86 

2 6. 

57 

, 517 

.fr. 

1115(57), 5T(t7? 30-9-86 

27. 

57 

.517 

.fr. 

71(57), 5r(l7? 30-1-87 

28. 

57 

.517 

.fr. 

570(57), 5r(l7? 12-6-87 

20. 

57 

TT 

.fir. 

6 26(57), 5T(1.? 2-7-37 


30. 5T.'P7.f5. 792 ( 5 ), 57ft57 17-9-87 

31. 5T.'PT.f5. 371 ( 5 ), 577tg‘ 14-3-88 

32. 57 . 5 iT.f 5 . 75 ( 5 ), 5rfti37 2-6-88 
3.3. 57.^.f5. 675 ( 5 ), 5rft73r 2-6-88 

34. 5T.55.f5. 676(5), 5Tft73r 2-6-88 

35 . 5T.55.f5. 677 ( 5 ), 5lfpJ 2-6-88 

36. 57. 517 .fir. 68l(5),5Tft^ 6-6-88 

37 . 5T.55.15. 735 ( 5 ), 5rff77 24-6-88 
38- 5T.5T.f5. 813(5), 57^ 27-7-88 

39 . 57.55.15. 944 ( 5 ), 51^1137 21-9-88 (5[feim) 

40. 5T.55.f5. 43(5),57ft57 20-1-89 (V^feqa) 

41. 5T.55.f5. 44 ( 5 ), 5rft^ 20-1-89 (^TfeTtf) 

42- 57 . 55 .f 5 . 100 ( 5 ),5r^t^ 14-2-89 (Tjfeqw) 

43- 57 . 55 .f 5 . 443 ( 5 ), 5R>5 12-4-89 (?[fe55) 
44. 5T.55.f5. 58 8(5), 51^5 2-6-89 (if^feirer) 
45- 57 . 55 .f 5 . 691(5),5Tfp5 11-7-89 

46. 57.55.15 . 784(5),577n5 28-8-89 

47 . 5T.55.l5. 16 ( 5 ), 57fti5 HlO-89 

48. 57.55.fir. 731 ( 5 ), 5Tff7? 23-8-90 

49. 5T.55.f5. 865(5), 5rftl5 25-10-90 

50. 5T.55.l5, 11 ( 5 ), 57^ 7-1-91 

51. 57.W.f5, 223 ( 5 ),5r<t^ 19-4-91 

52. 57.55.f5. 246(W), 5r(t9' 1-5-91 

53. 57 . 55 .f 5 . 30l(5),5rftg‘ 7-6-91 

54. 57.55.f5. 302(5), 5rft^ 7-6-91 

55. 57 . 55 .f 5 . 491 ( 5 ), 5Tftl37 2 5-7-91 

56. 5T.55.f5. 495(5), 5rftia' 25-7-91 

57 . 5T.55.f5. 532 ( 5 ), 5rft^ 14-8-91 

58. 57 . 55 .f 5 . 626(5), ?r7ftW 14-10-91 

59. 5T.55.f5. 668(w), 5rd^ 7-1 1-91 

60. 5T,55.f5. 730 ( 5 ), 5rftl37 10-12-91 

61. 5 T. 55 .f 5 . 59 ( 5 ), 57i?f^ 22-1-92 

62. 57 . 55 .f 5 . 305 ( 5 ), 5TftU 4-3-92 (’(ife'Tir) 

63. 5 T. 55 .f 5 . 445 ( 5 ), dlfl’st 30-4-93 

64. 5T,55.f5, 597(5), 57ftls7 1 7-6-92 

65. 5T.55.f5. 663 ( 5 ), 57(11? 3-7-92 

66. 5T.55.f5. 72 3(5), 5r(t’? 11-8-92 
67- 57 . 55 .f 5 , 796(5),57^ 1-10-92 

68. 57 . 55 .f 5 . 877 ( 5 ), 5Tf1l? 17-11-92 

69. 5 T. 55 .f 5 . 904 ( 55 ), dT0<5 2-12-92 

70. 5T.55.f5. 923 ( 5 ), 5r(fl3- 14-12-92 

71. 57 . 55 .f 5 , 27 ( 5 ), 5rdi? 2 2-1-93 (5jfeq5) 

72. 57.55.15 . 28(w), 57f1l? 22-1-93 

73. 5T.55.f5. 86 ( 5 ), 57(11? 26-2-93 

74. 57.55.f5. 296(5), ald'a 24-3-93 

75 . 5T.55.f5. 373 ( 5 ), 5Tff5 13-4-93 (TlfW) 

76- 5T,55.f5. 374(5), 57^ 13-4-93 (5jftr55) 

77- 5T.55.f5. 447(5),57(15 10-6-93 ( i1[f^55 ) 
78. 5T,55.f5. 658(5), 57(1^ lMO-93 
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79 . ^TT.W.ft'. 

80. SOT.ft-. 

81. ^n.^.l^T. 

82. ^n.«PT.fJT, 

83. ?IT.W.f?T, 

84. ^rr.w.ft-. 
8 5. 

86. ^rr.^TT.f^. 

87. 

8 8. ?rr.4rr.f^. 

8 9. gT.'i;r.f?r. 

9 0. vIT.'Wr. ffl . 

91. TlT.'T^T.f^, 

92. 


673(5tr),?n^ 27-10-93 
108(?T), 22-2-94 

109(!r), 22-2-94 

370(?r), mfw 7-4-94 
46 6(^T),^^^^ 17-5-94 
615(!T),^frtt^ 9-8-94 
659(?r),fTTfK 31-8-94 
676(?T), JTlfN' 6-9-94 
8 U(!r), 14-11-94 

812(?r), 14-11-94 

850(?T), 7-1 2-94 

5 5(?t), 7-2-9 5 

5 9(?r),?rT^'J 7-2-9 5 
9 3(?r), 24 - 2-95 


MINISTRY OF HEALTH AND FAMILY 
WELFARE 

(Department of Health) 
NOTIFICATION 
New Delhi, the 9th June, 1995 

G.S.R. 496(E).—^Whereas a draft of certain rule.s 
Further to amend the Drugs and Cosmetics Rules, 
1945, were published as required by sections 12 and 
.33 of the Drugs and Cosmetics Act, 1940 (23 of 
1940), at pages 3 and 4 of the Gazette of India, 
Extraordinary Part 11, Section 3, Sub-sectijc (i) 
dated the 15th June, 1994 under the ncU'l.adion of 
the Government of India in the Ministry of Health 
and Family Weh’are (Department cf Hcahn) No. 
GSR 511 (E) datc.l the 15tb June, 199'1 inviting 
objections and suggestions from aU uersens likely to 
be affected thereby, before the expiry of forty five 
days from the date on which the copies of the Offi¬ 
cial Gazette containing the said notification made 
available to the public ; 

And whereas copies of the said Gaze te were 
made available to the public on the 9th September, 
1994; 

And whereas the objections and suggestions re¬ 
ceived from the public on the said draft have been 
considered by the Central Government ; 

Now, therefore, in exercise of the powers conferred 
by the .sections 12 and 33 of the said Act, the Cen¬ 
tral Government, afLcr consultation with the Drugs 
Technical Advisory Board, hereby makes the follow¬ 
ing rules further to amend the Drugs and Cosmetics 
Rules, 1945, namely 

I, (1) These rules may be called the Drugs and 
Cosmetics (IVth Amendment) Rules, 1995. 

(2) They shall come into force on the date of 
their publication in the Official Gazette, 


2. In rule 65 of the Drugs and CosmetL,: Rules, 
1945,— 


(a) in sub-rule (5), in clause (1), after 

sub-clause (d), the following sub-clause 
shall be added, namely :— 

“(c) the signature of the competent person 
under whose supervision the sale was 
effected.” 

(b) for the proviso to sub-rule (18), the follow¬ 
ing proviso shall be substituted, namely 

“Provided that this sub-rule shall not be ap¬ 
plicable to licensec.s who have been ap¬ 
pointed as approved chemists, by the 
State Government in writing, under the 
employees' State Insurance Scheme, or 
have been appointed as authorised agent 
or distributor, by the manufacturer in 
writing, for drugs meant for consump¬ 
tion under the Central Goyernment 
Health Scheme, the Government Medical 
Stores Depots, the Armed Forces Medi¬ 
cal Stores or other Government Institu- 
tioas for drugs meant for consumption 
under those schemes subject to the 
conditions that the stock shall be stored 
separately from the trade stocks and 
shall maintain sep:irate records of the 
stocks received and distributed by them.” 

[No. X. 110141 11|93-DMS & PFAJ 
SHAILAJA CHANDRA, Jt. Secy. 

Note : The l>nigs and Cosmetics Rules, 1945 as 
amended upto 1-5-1979 is contained in the 
publication of the Ministry of Health and 
Family Welfare (Department of Health) 
containing the Drugs and Cosmetics Act 
and the Rules (PDGHS-61), Subsequently 
the said rules have been amended by the 
following notifications published in Part II, 
Sjpetiton 3, Sub-section (i) of the Gazette 
of India, namely :— 

1. G.S.R. 1241 dated 6-10-1979 

2. G.S.R. 1242 dated 6-10-1979 

3. G.S.R. 1243 dated 6-10-1979 

4. G.S.R. 1281 dated 12-10-1979 

5. G.S.R. 430 dated 19-04-1980 

6. G.S.R. 779 dated 26-07-1980 

7. G.S.R. -540(E), dated 22-09-1980 

8. G.S.R. 680(E), dated 5-12-1980 

9. G.S.R. 631(E) dated 5-12-198C 

10. G.S.R. 682(E), dated 5-12-1980 

11. G.S.R, 27(E), dated 17-01-1981 

12. G.S.R. 478(E), dated 6-08-1981 

1.3, G.S.R. 62(E), dated 5-02-1982 

14. G.S.R. 462(E), dated 22-06-1982 

15. G.S.R. 5.10(E), dated 26-07-1982 

16. G.S.R. 13(E), dated 7-01-1983 

17. G.S.R. 318(E), dated 1-05-1984 

18. G.S.R. 33 UE), dated 8-05-1984 
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19. G.S.R. 460(E), dated 2CF06-1984 

20. G.S.R. 487(E), dated 2-074984 

21. G.S.R. 89(E), dated 16-02-1985 

22. G.S.R. 788(E), dated 10-10-1985 

23. G.S.R. 17(E), dated 7-01-1986 

24. G.S.R. 1049(E), dated 29-08-1986 

25. G.S.R. 1060(E), dated 5-09-1986 

26. G.S.R. 1115(E). dated 30-09-1986 

27. G.S.R. 71(E), dated 30-01-1987 

28. G.S.R. 570(E), dated 12-06-1987 

29. G.S.R. 626(E), dated 2-07-1987 

30. G.S.R. 792(E), dated 17-09-1987 

31. G.S.R. 371(E), dated 24-03-1988 

32. G.S.R. 75(E), dated 2-06-1988 

33. G.S.R. 675(E), dated 2-06-1988 

34. G.S.R. 676(E), dated 2-06-1988 

35. G.S.R. 677(E), dated 2-06-1988 

36. G.S.R. 681(E), dated 6-06-1988 

37. G.S.R. 735(E), dated 24-06-1988 

38. G.S.R., 813(E), dated 27-07-1988 

39. G.S.R. 944(5,), dated 21-09-1988 Corri¬ 

gendum, 

40. G.S.R. 43(E), dated 20-014989 Corri¬ 

gendum 

41. G.S.R. 44(E), dated 20-01-1989 Corri¬ 

gendum 

42. G.S.R. 100(E), dated 14-02-1989 Corri¬ 

gendum 

43. G.S.R. 443(E), dated 12-04-1989 

44. G.S.R. 588CE), dated 2-06-1989 Corri¬ 

gendum 

45. G.S.R. 691(E), dated 11-07-1989 

46. G.S.R. 784(E), dated 28-08-1989 

47. G.S.R. 16(E), dated 10-01-1990 

48. G.S.R. 731(E), dated 23-08-1990 

49. G.S.R. 865(E), dated 25-10-1990 

50. G.S.R. 11(E), dated 7-01-1991 

51. G.S.R. 223(E), dated 19-04-1991 

52. G.S.R. 246(E), dated 1-05-1991 

53. G.S.R. 301(E), dated 7-06-1991 

54. G.S.R. 302(E), dated 7-06-11991 

55. G.S.R. 491(E). dated 25-07-1991 


56. G.S.R. 495(E), dated 25-07-1991 

57. G.S.R. 532(E), dated 14-08-1991 

58. G.S.R, 626(E), dated 14-10-1991 

59. G.S.R. 668(E), dated 7-11-1991 

60. G.S.R. 730(E), dated 10-12-1991 

61. G.S.R. 59(E), dated 22-01-1992 

62. G.S.R. 305(E), dated 4-3-1992 (Corrigen- 

dmn) 

63. G.S.R. 445(E), dated 30-4-1992 

64. G.S.R. 597(E), dated 17-06-1992 

65. G.S.R. 663(E), dated 3-07-1992 

66. G.S.R. 723(E), dated 11-08-1992 

67. G.S.R. 796(E), dated 1-10-1992 

68. G.S.R. 877(E), dated 17-11-1992 

69. G.S.R. 904(E), dated 2-12-1992 

70. G.S.R. 923(E), dated 14-12-1992 

71. G.S.Jt. 27(E), dated 22-01-1993 (Catrigpn- 

dum) 

72. G.S.R. 28(E), dated 22-01-1993 

73. G.S.R. 86(E), dated 26-02-1993 

74. G.S.R. 296(E), dated 24-03-1993 

75. G.S.R. 373(E), dated 13-04-1993 (Cortigen- 

duiA) 

76. G.S.R. 374(E), dated 13-04-1993 (Corrigen¬ 

dum) 

77. G.S.R. 447(E), dated 10-06-1993 (Corrigen¬ 

dum) 

78. G.S.R. 658(E), dated 19-10-1993 

79. G.S.R. 673(E), dated 27-10-1993 

80. G.S.R. 108(E), dated 22-02-1994 

81. G.S.R. 109(E), dated 22-02-1994 

82. G.S.R. 370(E), dated 7-04-1994 

83. G.S.R. 466(E), dated 17-05-1994 

84. G.S.R. 615(E), dated 9-08-1994 

85. G.S.R. 659(E), dated 31-8-1994 

86. G.S.R. 676(E), dated 6-09-1994 

87. G.S.R, 811(E), dated 14-11-1994 

88. G.S.R. 812(E), dated 14-11-1994 

89. G.S.R. 850(E), dated 7-12-1994 

90. G.S.R. 55(E), dated 7-02-1995 (Corrigen¬ 

dum) 

91. G.S.R. 59(E), dated 7-02-1995 

92. G.S.R. 93(E), dated 24-02-1995 


Printed by the Manager, Govt, of India Press, Ring Road, Maya Puri, New Dclhi-l 10064 
and Published bx the Controller of PvMicetio':: Delhi-110054, 195^5 



